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(2) Overall profits means the group’s entire 
profits derived from DHS payable by Medi-
care or Medicaid or the profits derived from 
DHS payable by Medicare or Medicaid of any 
component of the group practice that con-
sists of at least five physicians. Overall prof-
its should be divided in a reasonable and 
verifiable manner that is not directly related 
to the volume or value of the physician’s re-
ferrals of DHS. The share of overall profits 
will be deemed not to relate directly to the 
volume or value of referrals if one of the fol-
lowing conditions is met: 

(i) The group’s profits are divided per cap-
ita (for example, per member of the group or 
per physician in the group). 

(ii) Revenues derived from DHS are distrib-
uted based on the distribution of the group 
practice’s revenues attributed to services 
that are not DHS payable by any Federal 
health care program or private payer. 

(iii) Revenues derived from DHS constitute 
less than 5 percent of the group practice’s 
total revenues, and the allocated portion of 
those revenues to each physician in the 
group practice constitutes 5 percent or less 
of his or her total compensation from the 
group. 

(3) A productivity bonus must be cal-
culated in a reasonable and verifiable man-
ner that is not directly related to the volume 
or value of the physician’s referrals of DHS. 
A productivity bonus will be deemed not to 
relate directly to the volume or value of re-
ferrals of DHS if one of the following condi-
tions is met: 

(i) The bonus is based on the physician’s 
total patient encounters or relative value 
units (RVUs). (The methodology for estab-
lishing RVUs is set forth in § 414.22 of this 
chapter.) 

(ii) The bonus is based on the allocation of 
the physician’s compensation attributable to 
services that are not DHS payable by any 
Federal health care program or private 
payer. 

(iii) Revenues derived from DHS are less 
than 5 percent of the group practice’s total 
revenues, and the allocated portion of those 
revenues to each physician in the group 
practice constitutes 5 percent or less of his 
or her total compensation from the group 
practice. 

(4) Supporting documentation verifying 
the method used to calculate the profit share 
or productivity bonus under paragraphs (i)(2) 
and (i)(3) of this section, and the resulting 
amount of compensation, must be made 
available to the Secretary upon request. 

§ 411.353 Prohibition on certain refer-
rals by physicians and limitations 
on billing. 

(a) Prohibition on referrals. Except as 
provided in this subpart, a physician 
who has a direct or indirect financial 

relationship with an entity, or who has 
an immediate family member who has 
a direct or indirect financial relation-
ship with the entity, may not make a 
referral to that entity for the fur-
nishing of DHS for which payment oth-
erwise may be made under Medicare. A 
physician’s prohibited financial rela-
tionship with an entity that furnishes 
DHS is not imputed to his or her group 
practice or its members or its staff; 
however, a referral made by a physi-
cian’s group practice, its members, or 
its staff may be imputed to the physi-
cian, if the physician directs the group 
practice, its members, or its staff to 
make the referral or if the physician 
controls referrals made by his or her 
group practice, its members, or its 
staff. 

(b) Limitations on billing. An entity 
that furnishes DHS pursuant to a refer-
ral that is prohibited by paragraph (a) 
of this section may not present or 
cause to be presented a claim or bill to 
the Medicare program or to any indi-
vidual, primary payer, or other entity 
for the DHS performed pursuant to the 
prohibited referral. 

(c) Denial of payment. Except as pro-
vided in paragraph (e) of this section, 
no Medicare payment may be made for 
a designated health service that is fur-
nished pursuant to a prohibited refer-
ral. 

(d) Refunds. An entity that collects 
payment for a designated health serv-
ice that was performed under a prohib-
ited referral must refund all collected 
amounts on a timely basis, as defined 
in § 1003.101 of this title. 

(e) Exception for certain entities. Pay-
ment may be made to an entity that 
submits a claim for a designated health 
service if— 

(1) The entity did not have actual 
knowledge of, and did not act in reck-
less disregard or deliberate ignorance 
of, the identity of the physician who 
made the referral of the designated 
health service to the entity; and 

(2) The claim otherwise complies 
with all applicable Federal and State 
laws, rules, and regulations. 

(f) Exception for certain arrangements 
involving temporary noncompliance. (1) 
Except as provided in paragraphs (f)(2), 
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(f)(3), and (f)(4) of this section, an enti-
ty may submit a claim or bill and pay-
ment may be made to an entity that 
submits a claim or bill for a designated 
health service if— 

(i) The financial relationship between 
the entity and the referring physician 
fully complied with an applicable ex-
ception under § 411.355, § 411.356, or 
§ 411.357 for at least 180 consecutive cal-
endar days immediately preceding the 
date on which the financial relation-
ship became noncompliant with the ex-
ception; 

(ii) The financial relationship has 
fallen out of compliance with the ex-
ception for reasons beyond the control 
of the entity, and the entity promptly 
takes steps to rectify the noncompli-
ance; and 

(iii) The financial relationship does 
not violate the anti-kickback statute 
(section 1128B(b) of the Act), and the 
claim or bill otherwise complies with 
all applicable Federal and State laws, 
rules, and regulations. 

(2) Paragraph (f)(1) of this section ap-
plies only to DHS furnished during the 
period of time it takes the entity to 
rectify the noncompliance, which must 
not exceed 90 consecutive calendar 
days following the date on which the fi-
nancial relationship became non-
compliant with an exception. 

(3) This paragraph (f) may only be 
used by an entity once every 3 years 
with respect to the same referring phy-
sician. 

(4) This paragraph (f) does not apply 
if the exception with which the finan-
cial relationship previously complied 
was § 411.357(k) or (m). 

EFFECTIVE DATE NOTE: At 72 FR 51086, 
Sept. 5, 2007, § 411.353 was revised, effective 
December 4, 2007. For the convenience of the 
user, the revised text is set forth as follows: 

§ 411.353 Prohibition on certain referrals by 
physicians and limitations on billing. 

(a) Prohibition on referrals. Except as pro-
vided in this subpart, a physician who has a 
direct or indirect financial relationship with 
an entity, or who has an immediate family 
member who has a direct or indirect finan-
cial relationship with the entity, may not 
make a referral to that entity for the fur-
nishing of DHS for which payment otherwise 
may be made under Medicare. A physician’s 
prohibited financial relationship with an en-
tity that furnishes DHS is not imputed to his 
or her group practice or its members or its 

staff. However, a referral made by a physi-
cian’s group practice, its members, or its 
staff may be imputed to the physician if the 
physician directs the group practice, its 
members, or its staff to make the referral or 
if the physician controls referrals made by 
his or her group practice, its members, or its 
staff. 

(b) Limitations on billing. An entity that 
furnishes DHS pursuant to a referral that is 
prohibited by paragraph (a) of this section 
may not present or cause to be presented a 
claim or bill to the Medicare program or to 
any individual, third party payer, or other 
entity for the DHS performed pursuant to 
the prohibited referral. 

(c) Denial of payment. Except as provided in 
paragraph (e) of this section, no Medicare 
payment may be made for a designated 
health service that is furnished pursuant to 
a prohibited referral. 

(d) Refunds. An entity that collects pay-
ment for a designated health service that 
was performed pursuant to a prohibited re-
ferral must refund all collected amounts on 
a timely basis, as defined at § 1003.101 of this 
title. 

(e) Exception for certain entities. Payment 
may be made to an entity that submits a 
claim for a designated health service if— 

(1) The entity did not have actual knowl-
edge of, and did not act in reckless disregard 
or deliberate ignorance of, the identity of 
the physician who made the referral of the 
designated health service to the entity; and 

(2) The claim otherwise complies with all 
applicable Federal and State laws, rules, and 
regulations. 

(f) Exception for certain arrangements involv-
ing temporary noncompliance. (1) Except as 
provided in paragraphs (f)(2), (f)(3), and (f)(4) 
of this section, an entity may submit a claim 
or bill and payment may be made to an enti-
ty that submits a claim or bill for a des-
ignated health service if— 

(i) The financial relationship between the 
entity and the referring physician fully com-
plied with an applicable exception under 
§ 411.355, § 411.356, or § 411.357 for at least 180 
consecutive calendar days immediately pre-
ceding the date on which the financial rela-
tionship became noncompliant with the ex-
ception; 

(ii) The financial relationship has fallen 
out of compliance with the exception for rea-
sons beyond the control of the entity, and 
the entity promptly takes steps to rectify 
the noncompliance; and 

(iii) The financial relationship does not 
violate the anti-kickback statute (section 
1128B(b) of the Act), and the claim or bill 
otherwise complies with all applicable Fed-
eral and State laws, rules, and regulations. 

(2) Paragraph (f)(1) of this section applies 
only to DHS furnished during the period of 

VerDate Aug<31>2005 13:54 Dec 06, 2007 Jkt 211178 PO 00000 Frm 00455 Fmt 8010 Sfmt 8003 Y:\SGML\211178.XXX 211178eb
en

th
al

l o
n 

P
R

O
D

P
C

61
 w

ith
 C

F
R



446 

42 CFR Ch. IV (10–1–07 Edition) § 411.354 

time it takes the entity to rectify the non-
compliance, which must not exceed 90 con-
secutive calendar days following the date on 
which the financial relationship became non-
compliant with an exception. 

(3) Paragraph (f)(1) may be used by an enti-
ty only once every 3 years with respect to 
the same referring physician. 

(4) Paragraph (f)(1) does not apply if the ex-
ception with which the financial relationship 
previously complied was § 411.357(k) or (m). 

§ 411.354 Financial relationship, com-
pensation, and ownership or invest-
ment interest. 

(a) Financial relationships. (1) Finan-
cial relationship means— 

(i) A direct or indirect ownership or 
investment interest (as defined in para-
graph (b) of this section) in any entity 
that furnishes DHS; or 

(ii) A direct or indirect compensation 
arrangement (as defined in paragraph 
(c) of this section) with an entity that 
furnishes DHS. 

(2) A direct financial relationship ex-
ists if remuneration passes between the 
referring physician (or a member of his 
or her immediate family) and the enti-
ty furnishing DHS without any inter-
vening persons or entities. (3) An indi-
rect financial relationship exists under 
the conditions described in paragraphs 
(b)(5) and (c)(2) of this section. 

(b) Ownership or investment interest. 
An ownership or investment interest 
may be through equity, debt, or other 
means, and includes an interest in an 
entity that holds an ownership or in-
vestment interest in any entity that 
furnishes DHS. 

(1) An ownership or investment inter-
est includes, but is not limited to, 
stock, stock options other than those 
described in § 411.354(b)(3)(ii), partner-
ship shares, limited liability company 
memberships, as well as loans, bonds, 
or other financial instruments that are 
secured with an entity’s property or 
revenue or a portion of that property 
or revenue. 

(2) An ownership or investment inter-
est in a subsidiary company is neither 
an ownership or investment interest in 
the parent company, nor in any other 
subsidiary of the parent, unless the 
subsidiary company itself has an own-
ership or investment interest in the 
parent or such other subsidiaries. It 
may, however, be part of an indirect fi-
nancial relationship. 

(3) Ownership and investment inter-
ests do not include, among other 
things— 

(i) An interest in a retirement plan; 
(ii) Stock options and convertible se-

curities received as compensation until 
the stock options are exercised or the 
convertible securities are converted to 
equity (before this time the stock op-
tions or convertible securities are com-
pensation arrangements as defined in 
paragraph (c) of this section); 

(iii) An unsecured loan subordinated 
to a credit facility (which is a com-
pensation arrangement as defined in 
paragraph (c) of this section); or 

(iv) An ‘‘under arrangements’’ con-
tract between a hospital and an entity 
owned by one or more physicians (or a 
group of physicians) providing DHS 
‘‘under arrangements’’ with the hos-
pital (such a contract is a compensa-
tion arrangement as defined in para-
graph (c) of this section). 

(4) An ownership or investment inter-
est that meets an exception set forth in 
§ 411.355 or § 411.356 need not also meet 
an exception for compensation arrange-
ments set forth in § 411.357 with respect 
to profit distributions, dividends, or in-
terest payments on secured obliga-
tions. 

(5) Indirect ownership or investment in-
terest. (i) An indirect ownership or in-
vestment interest exists if— 

(A) Between the referring physician 
(or immediate family member) and the 
entity furnishing DHS there exists an 
unbroken chain of any number (but no 
fewer than one) of persons or entities 
having ownership or investment inter-
ests; and 

(B) The entity furnishing DHS has 
actual knowledge of, or acts in reckless 
disregard or deliberate ignorance of, 
the fact that the referring physician 
(or immediate family member) has 
some ownership or investment interest 
(through any number of intermediary 
ownership or investment interests) in 
the entity furnishing the DHS. 

(ii) An indirect ownership or invest-
ment interest exists even though the 
entity furnishing DHS does not know, 
or act in reckless disregard or delib-
erate ignorance of, the precise com-
position of the unbroken chain or the 
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